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because they relate to subject matter not required to be searched by this Authority, namely: 

Although claims 1-8,10-16,22,32-38 are directed to a diagnostic method 
practised on the human/animal body or a method of treatment of the 
human/animal body, the search has been carried out and based on the alleged 
effects of the compound/composition. 



2. Claims Nos.: 

— because they relate to parts of the International Application that do not comply with me prescribed requirements to such 
an extent that no meaningful International Search can be carried out, specifically: 



3. Claims Nos.: 

— because they are dependent claims and are not dratted in accordance with the second and third sentences of Rule 6.4(a). 



Box III Observations where unity of invention is lacking (Continuation of item 3 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows: 



1 . I I As all required additional search fees were timely paid by the applicant, this International Search Report covers all 
I — ' searchable claims. 



2. As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 
of any additional fee. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
1 — 1 covers only those claims for which fees were paid, specifically claims Nos.: 



4. No required additional search fees were timely paid by the applicant. Consequently, this International Search Report Is 
— restricted to the Invention first mentioned in the claims; it is covered by claims Nos.: 
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No protest accompanied the payment of additional search fees. 
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Box No. I Basis of the opinion 

(under Rules 12.3 and 23.1(b)). 

2 With regard to any nucleotide and/or amino acid sequence disclosed in the ; international application and 

invention, this opinion has been established on the basis of. 

a. type of material: 

a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

S in written format 

H in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 
El furnished subsequently to this Authority for the purposes of search. 

q Ba m addition in the case that more than one version or copy of a sequence listing andfor table relating thereto 
3 ' hafbeSiled of fumTshed, Se Required statements that the information in the subsequent or addihonal 

Spies fs SS^i^\fi the application as filed or does not go beyond the appl.cat.on as Med, as 

appropriate, were furnished. 

4. Additional comments: 



Form PCT/IPEA/237 (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/GB2004A)01453 



Box No. II Priority 



1 . S The following document has not been furnished: 

IS copy of the earlier application whose priority has been claimed (Rule 43bisA and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 43bisA and 66.7(b)). 

Consequently it has not been possible to consider the validity of the priority claim. This opinion has 
nevertheless been established on the assumption that the relevant date is the claimed priority date. 

2. □ This opinion has been established as if no priority had been claimed due to the fact that the priority claim 

has been found invalid (Rules 43Ws.1 and 64.1). Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be the relevant date. 

3. Additional observations, if necessary: 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability — _ 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

H claims Nos. 1 -8,1 0-1 6,22,31 -38 (industrial applicability), 31 
because: 

El the said international application, or the said claims Nos. 1-8,10-1 6,22,32-38 (industrial applicability) 
relate to the following subject matter which does not require an international preliminary examination 
(specify): 

see separate sheet 

S the description, claims or drawings (indicate particular elements below) or said claims Nos. 31 are so 
unclear that no meaningful opinion could be formed (specify): 

see separate sheet 

El the claims, or said claims Nos. 31 are so inadequately supported by the description that no meaningful 
opinion could be formed. 

H no international search report has been established for the whole application or for said claims Nos. 
1-8,10-16,22,32-38 (industrial applicability); 31 

□ the nucleotide and/br amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables related to the nucleotide andybr amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-b/sof the Administrative Instructions. 

□ See separate sheet for further details 
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Box No. V Reasoned statement under Rule 43bisA (a)(1) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


2-5,8,13-15,17-23,28-30,32-38 




No: 


Claims 


1,6,7,9-12,16,24-27 


Inventive step (IS) 


Yes: 


Claims 


4,5,30,32-38 




No: 


Claims 


1-3,6-29 


Industrial applicability (IA) 


Yes: 


Claims 


9,17-21,23-30 




No: 


Claims 





2. Citations and explanations 
see separate sheet 

Box No. VI Certain documents cited 

1. Certain published documents (Rules 43£>/s.1 and 70.10) 
and /or 

2. Non-written disclosures (Rules 43bisA and 70.9) 
see form 210 
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Re Item III. 

Present claim 31 relates inter alia to compounds of the use of such compounds defined 
by reference to a desirable characteristic or property, namely compounds being 
identified according to a method used in claims 1 -1 7. 

The claim covers all compounds having this characteristic or property, whereas the 
application provides neither support within the meaning of Article 6 PCT nor disclosure 
within the meaning of Article 5 PCT for such compounds. In the present case, the claim 
so lacks support, and the application so lacks disclosure. To select such compounds 
via a method used in claims 1-17, would require undue experimentation and therefore 
this claim is not allowable. 

Independent of the above reasoning, the claim also lacks clarity (Article 6 PCT). An 
attempt is made to define the compound by reference to a result to be achieved. 
Therefore no opinion as to novelty, inventive step and industrial applicability shall given 
for those compounds. 

Claims 1 -8,1 0-1 6,22 and 32-38 relate to subject-matter considered by this Authority to 
be covered by the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be 
formulated with respect to the industrial applicability of the subject-matter of these 
claims (Article 34(4)(a)(l) PCT). 

Re Item V. 

The following documents are referred to in this communication: 

D1 . : WO 01/79468 A (INCYTE GENOMICS INC ; PATTERSON CHANDRA (US); 

TRIBOULEY CATHERINE M (U) 25 October 2001 (2001 -1 0-25) 
D2: RIVERA STEVEN P ET AL: MOLECULAR PHARMACOLOGY, vol. 61 , no. 2, 

February 2002 (2002-02), pages 255-259. 
D3: FURUKAWA M ET AL: JOURNAL OF BIOCHEMISTRY, JAPANESE 

BIOCHEMICAL SOCIETY, TOKYO, JP, vol. 131, no. 1, January 2002 (2002-01), 

pages 71-78. 

1 INDEPENDENT CLAIM 1 

1 .1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 1 is not new in the sense of Article 33(2) PCT. 
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Document D2 (abstract) discloses: 

a method for identifying an agent capable of modulating expression of CYP2S1 by 
a cell, comprising the steps of : 

a) providing cells capable of expressing CYP2S1 (mouse Hepa-1 cells) 

b) contacting a test agent with said cells 

c) incubating said cells under conditions which are conducive to enable expression 
of CYP2S1 when in the absence of the test agent; and 

d) detecting whether or not the test agent modulates expression of CYP2S1 . 
Therefore, D2 anticipates claim 1 . 

Document D1 also discloses such a method (page 29, lines 23-27; page 69 .lines 
7-31) and suggests different cell lines to be used in such a method. (Note that 
SEQ ID No 6 corresponds to the amino acid sequence of CYP2S1 and SEQ ID No 
16 to the corresponding polynucleotide). Therefore, D1 also anticipates claim 1. 

2 INDEPENDENT CLAIM 2 

2.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 2 does not involve an inventive step in the sense of 
Article 33 (3) PCT. 

Document D1 discloses a method for identifying an agent capable of modulating 
expression of CYP2S1 by a cell, from which the subject matter of claim 2 differs in 
that the cell comprises a promoter sequence as in Figure 7 or a fragment thereof 
capable of controlling transcription or translation. 

The technical effect thereof is that with such a natural promoter modulators can be 
identified that can influence the natural expression of CYP2S1 on a different level 
than the coding part of the gene. 

The problem to be solved is to provide non-coding gene sequences, the 
modulation of which will lead to an altered expression of the CYP2S1 protein. 
The solution is to use a cell comprising a promoter sequence as in Figure 7 or a 
fragment thereof capable of controlling transcription or translation. 
This solution is obvious to a person skilled in the art because the advantages of 
using a natural promoter are common knowledge for a person skilled in the art. 
The person skilled in the art working in the field of cytochrome P450 expression 
systems knows for instance D3: D3 (abstract; figures 8 and 9) discloses the use of 
a natural promoter of CYP3A4 to identify modulators of the expression thereof. 
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therefore the skilled person will certainly apply this solution to arrive at a method 
according to claim 2. 

3 INDEPENDENT CLAIM 9 

3.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 9 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses a method for identifying an agent capable of modulating 
the activity of CYP2S1, comprising the steps of providing CYP2S1 (DME-6); 
contacting a test agent with CYP2S1 and detecting whether or not the test agent 
modulates the activity of CYP2S1 (D1 , page 29, lines 10-22). 
therefore D1 anticipates claim 6. 



4 INDEPENDENT CLAIMS 1 7-20,23 

4.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claims 17-20,23 is not involving an inventive step in the 
sense of Article 33(3) PCT for the same reasons as under item 2. Claims 17-20 
and 23 relate to the obvious constructs and methods the person skilled in the art 
will use to solve the problem of item 2. 

5 INDEPENDENT CLAIM 24 

5.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 24 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses the protein CYP2S1 (DME-6; SEQ ID NO 6) and methods 
to produce this protein (page 93, line 30-page 94, line 24). There are no technical 
features that differentiate this CYP2S1 from a CYP2S1 produced by the method of 
claim 23. Therefore D1 anticipates claim 24. 

Even if novelty could be established, this claim would never be considered to 
involve an inventive step in the sense of Article 33(3) PCT, for the same reasons 
as mentioned under item 4. 

6 INDEPENDENT CLAIM 25 

6.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
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the subject-matter of claim 25 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses a pharmaceutical composition comprising CYP2S1 (page 
27, line 32-page 28, line 4). 

7 INDEPENDENT CLAIM 26 

7.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 26 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses antibodies against CYP2S1 (page 95, line 20-page 96, 
line 12) and their use for measuring the expression of CYP2S1 (page 54, line 29- 
page 55, line 4). D1 differs from present claim 26 in that it does not explicitly state 
that the expression levels of CYP2S1 , that are to be detected in the method 
mentioned under item 1 .2, are to be detected via these antibodies. The problem to 
be solved can then be seen as the provision of a method of detecting CYP2S1 
expression. The solution is to use CYP2S1 specific antibodies. This solution is of 
course obvious from DNA since it is common knowledge to use antibodies fro 
detecting expression levels of a protein and D1 discloses the appropriate 
antibodies for this purpose (page 54, line 29-page 55, line 4). 

8 INDEPENDENT CLAIM 27 

8.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 27 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses the use of a recombinant vector capable of expressing 
CYP2S1 in gene therapy (page 63, line 32-page 68, line 1). 

9 INDEPENDENT CLAIMS 30,32-38 

9.1 The subject-matter of claim 30 is considered to be new and inventive in the sense 
of Article 33(2) PCT. 

Document D1 discloses a list of various diseases (page 58, line 13-page 59, line 
34), that may be associated with the expression of various CYPs among which 
CYP2S1 . Although D1 mentions skin disorders in this list, there is no teaching that 
specifically associates CYP2S1 with skin disorders. On the contrary it can be 
considered a surprising effect that CYP2S1 is especially correlated with skin 
diseases. Therefore, all of the independent claims 30-38 that refer to the disease 
association of CYP2S1 with skin disorders are considered to be novel and 
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inventive in view of D1 . 

10 DEPENDENT CLAIMS 3,6-8,10-12,15,16,19, 21 , 28, 29 

Dependent claims 19, 21 , 28, 29 do not contain any features which, in 
combination with the features of any claim to which they refer, meet the 
requirements of the PCT in respect of novelty and/or inventive step (Article 33(2) 
and (3) PCT). 

1 1 DEPENDENT CLAIMS 4,5,1 3 and 1 4 

Dependent claims 4,5,13 and 14 meet the requirements of the PCT in respect of 
novelty and/or inventive step (Article 33(2) and (3) PCT) for the same reasons as 
mentioned under item 9. 

12 INDUSTRIAL APPLICABILITY (Article 33(4) PCT) 

12.1 Claims 9,17-21 ,23-30 are considered to be industrially applicable in the sense of 
Article 33(4) PCT. 

1 2.2 For the assessment of the present claims 1 -8,1 0-1 6,22 and 32-38 on the question 
whether they are industrially applicable, no unified criteria exist in the PCT 
Contracting States. The patentability can also be dependent upon the formulation 
of the claims. The EPO, for example, does not recognize as industrially applicable 
the subject-matter of claims to the use of a compound in medical treatment, but 
may allow, however, claims to a known compound for first use in medical 
treatment and the use of such a compound for the manufacture of a medicament 
for a new medical treatment. 
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1 With reqard to the language, this opinion has been established on the basis of the international application in 
^S^iiSAJLllM. unless otherwise indicated underth.s rtem. 

n Thi« Pinion ha<* been established on the basis of a translation from the original language into the following 
° languSe' 0 , whichls SX£S*« » translation furnished for the purposes of internanonal search 
(under Rules 12.3 and 23.1(b)). 
o ia«* ronarri tn fl nv nucleotide and/or amino acid sequence disclosed in the international application and 
2 - USSR TxXtoXenlT™ opinion has b^en established on the basis of: 

a. type of material: 

S a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

M in written format 

El in computer readable form 

c. time of filingyfurnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 
B furnished subsequently to this Authority for the purposes of search. 

SSKidentlSLlTfi in the application aa Had or does not go beyond the application aa filed, as 
appropriate, were furnished. 
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Box No. II Priority 

1 . S The following document has not been furnished: 

13 copy of the earlier application whose priority has been claimed (Rule 43bisA and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 436/S.1 and 66.7(b)). 

Consequently it has not been possible to consider the validity of the priority claim. This opinion has 
nevertheless been established on the assumption that the relevant date is the claimed priority date. 

2. □ This opinion has been established as if no priority had been claimed due to the fact that the priority claim 

has been found invalid (Rules 436/S.1 and 64.1). Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be the relevant date. 

3. Additional observations, if necessary: 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

El claims Nos. 1 -8,1 0-1 6,22,31 -38 (industrial applicability), 31 
because: 

El the said international application, orthe said claims Nos. 1-8,10-16,22,32-38 (industrial applicability) 
relate to the following subject matter which does not require an international preliminary examination 

(specify): 

see separate sheet 

El the descriptor claims o 31 areso 

unclear that no meaningful opinion could be formed (specify): 

see separate sheet 

El the claims, or said claims Nos. 31 are so inadequately supported by the description that no meaningful 
opinion could be formed. 

El no international search report has been established for the whole application or for said claims Nos. 
1-8,10-16,22,32-38 (industrial applicability); 31 

□ the nucleotide and/br amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables related to the nucleotide andybr amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

□ See separate sheet for further details 
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Box No. V Reasoned statement under Rule 43 bisA (a)(1) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


2-5,8, 1 3-1 5, 1 7-23,28-30,32-38 




No: 


Claims 


1,6,7,9-12,16,24-27 


Inventive step (IS) 


Yes: 


Claims 


4,5,30,32-38 




No: 


Claims 


1-3,6-29 


Industrial applicability (IA) 


Yes: 


Claims 


9,17-21,23-30 




No: 


Claims 





2. Citations and explanations 
see separate sheet 

Box No. VI Certain documents cited 

1. Certain published documents (Rules 43bisA and 70.10) 
and /or 

2. Non-written disclosures (Rules 435/S.1 and 70.9) 
see form 210 
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Re Item III. 

Present claim 31 relates inter alia to compounds or the use of such compounds defined 
by reference to a desirable characteristic or property, namely compounds being 
identified according to a method used in claims 1-17. 

The claim covers all compounds having this characteristic or property, whereas the 
application provides neither support within the meaning of Article 6 PCT nor disclosure 
within the meaning of Article 5 PCT for such compounds. In the present case, the claim 
so lacks support, and the application so lacks disclosure. To select such compounds 
via a method used in claims 1-17, would require undue experimentation and therefore 
this claim is not allowable. 

Independent of the above reasoning, the claim also lacks clarity (Article 6 PCT). An 
attempt is made to define the compound by reference to a result to be achieved. 
Therefore no opinion as to novelty, inventive step and industrial applicability shall given 
for those compounds. 

Claims 1-8,10-1 6,22 and 32-38 relate to subject-matter considered by this Authority to 
be covered by the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be 
formulated with respect to the industrial applicability of the subject-matter of these 
claims (Article 34(4)(a)(l) PCT). 

Re Item V. 

The following documents are referred to in this communication: 

D1 : WO 01/79468 A (INCYTE GENOMICS INC ; PATTERSON CHANDRA (US); 

TRIBOULEY CATHERINE M (U) 25 October 2001 (2001 -1 0-25) 
D2: RIVERA STEVEN P ET AL: MOLECULAR PHARMACOLOGY, vol. 61 , no. 2, 

February 2002 (2002-02), pages 255-259. 
D3: FURUKAWA M ET AL: JOURNAL OF BIOCHEMISTRY, JAPANESE 

BIOCHEMICAL SOCIETY, TOKYO, JP, vol. 131 , no. 1 , January 2002 (2002-01), 

pages 71-78. 

1 INDEPENDENT CLAIM 1 

1.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 1 is not new in the sense of Article 33(2) PCT. 
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Document D2 (abstract) discloses: 

a method for identifying an agent capable of modulating expression of CYP2S1 by 
a cell, comprising the steps of : 

a) providing cells capable of expressing CYP2S1 (mouse Hepa-1 cells) 

b) contacting a test agent with said cells 

c) incubating said cells under conditions which are conducive to enable expression 
of CYP2S1 when in the absence of the test agent; and 

d) detecting whether or not the test agent modulates expression of CYP2S1 . 
Therefore, D2 anticipates claim 1 . 

Document D1 also discloses such a method (page 29, lines 23-27; page 69 Jines 
7-31) and suggests different cell lines to be used in such a method. (Note that 
SEQ ID No 6 corresponds to the amino acid sequence of CYP2S1 and SEQ ID No 
1 6 to the corresponding polynucleotide). Therefore, D1 also anticipates claim 1 . 

2 INDEPENDENT CLAIM 2 

2.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 2 does not involve an inventive step in the sense of 
Article 33 (3) PCT. 



Document D1 discloses a method for identifying an agent capable of modulating 
expression of CYP2S1 by a cell, from which the subject matter of claim 2 differs in 
that the cell comprises a promoter sequence as in Figure 7 or a fragment thereof 
capable of controlling transcription or translation. 

The technical effect thereof is that with such a natural promoter modulators can be 
identified that can influence the natural expression of CYP2S1 on a different level 
than the coding part of the gene. 

The problem to be solved is to provide non-coding gene sequences, the 
modulation of which will lead to an altered expression of the CYP2S1 protein. 
The solution is to use a cell comprising a promoter sequence as in Figure 7 or a 
fragment thereof capable of controlling transcription or translation. 
This solution is obvious to a person skilled in the art because the advantages of 
using a natural promoter are common knowledge for a person skilled in the art. 
The person skilled in the art working in the field of cytochrome P450 expression 
systems knows for instance D3: D3 (abstract; figures 8 and 9) discloses the use of 
a natural promoter of CYP3A4 to identify modulators of the expression thereof. 
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therefore the skilled person will certainly apply this solution to arrive at a method 
according to claim 2. 

3 INDEPENDENT CLAIM 9 

3.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 9 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses a method for identifying an agent capable of modulating 
the activity of CYP2S1 , comprising the steps of providing CYP2S1 (DME-6); 
contacting a test agent with CYP2S1 and detecting whether or not the test agent 
modulates the activity of CYP2S1 (D1 , page 29, lines 1 0-22). 
therefore D1 anticipates claim 6. 



4 INDEPENDENT CLAIMS 1 7-20,23 

4.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claims 17-20,23 is not involving an inventive step in the 
sense of Article 33(3) PCT for the same reasons as under item 2. Claims 17-20 
and 23 relate to the obvious constructs and methods the person skilled in the art 
will use to solve the problem of item 2. 

5 INDEPENDENT CLAIM 24 

5.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 24 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses the protein CYP2S1 (DME-6; SEQ ID NO 6) and methods 
to produce this protein (page 93, line 30-page 94, line 24). There are no technical 
features that differentiate this CYP2S1 from a CYP2S1 produced by the method of 
claim 23. Therefore D1 anticipates claim 24. 

Even if novelty could be established, this claim would never be considered to 
involve an inventive step in the sense of Article 33(3) PCT, for the same reasons 
as mentioned under item 4. 

6 INDEPENDENT CLAIM 25 

6.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
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the subject-matter of claim 25 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses a pharmaceutical composition comprising CYP2S1 (page 
27, line 32-page 28, line 4). 

7 INDEPENDENT CLAIM 26 

7.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 26 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses antibodies against CYP2S1 (page 95, line 20-page 96, 
line 12) and their use for measuring the expression of CYP2S1 (page 54, line 29- 
page 55, line 4). D1 differs from present claim 26 in that it does not explicitly state 
that the expression levels of CYP2S1 , that are to be detected in the method 
mentioned under item 1 .2, are to be detected via these antibodies. The problem to 
be solved can then be seen as the provision of a method of detecting CYP2S1 
expression. The solution is to use CYP2S1 specific antibodies. This solution is of 
course obvious from DNA since it is common knowledge to use antibodies fro 
detecting expression levels of a protein and D1 discloses the appropriate 
antibodies for this purpose (page 54, line 29-page 55, line 4). 

8 INDEPENDENT CLAIM 27 

8.1 The present application does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter of claim 27 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses the use of a recombinant vector capable of expressing 
CYP2S1 in gene therapy (page 63, line 32-page 68, line 1). 

9 INDEPENDENT CLAIMS 30,32-38 

9.1 The subject-matter of claim 30 is considered to be new and inventive in the sense 
of Article 33(2) PCT. 

Document D1 discloses a list of various diseases (page 58, line 13-page 59, line 
34), that may be associated with the expression of various CYPs among which 
CYP2S1 . Although D1 mentions skin disorders in this list, there is no teaching that 
specifically associates CYP2S1 with skin disorders. On the contrary it can be 
considered a surprising effect that CYP2S1 is especially correlated with skin 
diseases. Therefore, all of the independent claims 30-38 that refer to the disease 
association of CYP2S1 with skin disorders are considered to be novel and 
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inventive in view of D1 . 

10 DEPENDENT CLAIMS 3,6-8,10-12,15,16,19, 21 , 28, 29 

Dependent claims 19, 21 , 28, 29 do not contain any features which, in 
combination with the features of any claim to which they refer, meet the 
requirements of the PCT in respect of novelty and/or inventive step (Article 33(2) 
and (3) PCT). 

11 DEPENDENT CLAIMS 4,5,1 3 and 14 

Dependent claims 4,5,13 and 14 meet the requirements of the PCT in respect of 
novelty and/or inventive step (Article 33(2) and (3) PCT) for the same reasons as 
mentioned under item 9. 

1 2 INDUSTRIAL APPLICABILITY (Article 33(4) PCT) 

12.1 Claims 9,17-21 ,23-30 are considered to be industrially applicable in the sense of 
Article 33(4) PCT. 

12.2 For the assessment of the present claims 1 -8,1 0-1 6,22 and 32-38 on the question 
whether they are industrially applicable, no unified criteria exist in the PCT 
Contracting States. The patentability can also be dependent upon the formulation 
of the claims. The EPO, for example, does not recognize as industrially applicable 
the subject-matter of claims to the use of a compound in medical treatment, but 
may allow, however, claims to a known compound for first use in medical 
treatment and the use of such a compound for the manufacture of a medicament 
for a new medical treatment. 
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